Please type a plus sign (+) inside this box 

Under the Paperwork Reduction Act of 1995. no persons 



RECEIVED 

JUL 0 3 2003 


Approved for use through 10731/2002. OMB 0651-0031 
1.8. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
to respond to a oofection of infant 


Substitute for form 1449A/PTO 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 


C mptete if Known 


Application Number 


Filing Date 


First Named Inventor 


Group Art Unit 


Examiner Name 


10/022,845 


December 20, 2001 


Thomas BACKENFELD et al. 


1623 


Patrick T. Lewis 



I U;S. PATENT DOCUMENTS 

Examiner 
Initials * 

Cite No.' 

U.S. Patent Document 

Kind Code' 
Number (ff known) 

Name of Patentee or Applicant 
of Cited Document 

Date of Publication of Cited Document 
MM-DD-YYYY 


A1 

4,129.564 


Weichertetal. 

12-12-1978 

-ir 

A2 

4,877.774 


Pitha et al. 

10-31-1989 


A3 

5,376.641 


Ammeraal 

12-27-1994 

-it- 

A4 

5,885,978 


Yamada et al. 

03-23-1999 


FOREIGN PATENT DOCUMENTS 

Examiner 
Initials* 

Cite No.' 

Foreiqn Patent Document 

Name of Patentee or Applicant of 
Cited Document 

Date of Publication of 
Cited Document 
MM-DD-YYYY 

Pages, Columns, Lines, 

Where Relevant 
Passages or Relevant 


Kind Code* 

Office 3 Number 4 (If known) 


B1 

CA 

2016780 


Wiechertetal. 

07-11-2000 


Abstract 


B2 

EP 

0398460 

B1 

Beier et al. 

07-02-1997 




B3 

FR 

2515187 

A1 

Stadler 

10-26-1982 




B4 

UK 

2109381 


Gedeon et al. 

06-02-1983 




B5 

WO 

96/02277 

A1 

Backensfeld et al. 

02-01-1996 




NON PATENT LITERATURE DOCUMENTS : H 

Examiner 
Initials * 

Cite No. 1 

Include name of the author (in CAPITAL LETTERS), tide of the article (when appropriate), title of the Hem (book, magazine. 

T a 


C1 

ROLF KRATTENMACHER, "Drosplrenone: pharmacology and pharmacokinetics of a unique 
progestogen," Contraception. Vol. 2. No. 1 , July 2000. pp. 29-38 




C2 

P. NORMAN. "Drospirenone: Contraceptive, Hormone Replacement Therapy, Aldosterone Antagonist 
Progestogen: 1, 2-Dihydrosplrorenone, SH-470. ZK-30595," Drvgs of the Future, Vol. 25, No. 12, 
December 2000, pp. 1 247-1 256 




C3 

K. UEKAMA et al., "Inclusion Complexations of Steroid Hormones With Cyclodextrins in Water and in 
Solid Phase," IntemationalJoumal of Pharmaceutics, 10 (1982), pp. 1-15 




C4 

K. KRALOVA et al., "Interactions of ^-cydodextrin with steroid compounds in aqueous solutions," 
Phamiazie, 1989, Vol. 44. No. 9, pp. 623-625 




C5 

W.A.JJ. HERMENS. "Delivery of hormones: some new concepts " Pnami. Weekbl. Sci. Ed.. 1992 Vol 
14, No. 4 A, pp. 253-257 




C6 

K. UEKAMA. "Cyclodextrin Inclusion Compounds: Effects on Stability and Bio-Pharmaceutical 
Properties," Topics in Pharmaceutical Sciences, Eds. D.D. Breimer and P. Speiser, 1987, Elsevier 
Science Publishers (Biomedical Division), pp. 181-194 


V 

/ 

C7 

K. UEKAMA et al., "Cyclodextrin Drug Carrier Systems," Chem. Rev., Vol. 98, No. 5, 1 July 1998. dp. 
2045-2076 



C8 

PITHA et al.. "Hydroxypropyl-^-cyclodextrin: preparation and characterization; effects on solubility of 
drugs," international Journal of Phamtaceutics, 29(1 ), pp. 73-82 (1 986) 




Date 
Considered 


EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not In 
conformance and not considered. Include copy of this form with next communication to applicanL 

1 Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. s Enter Office that issued the document, by the two-letter 
code (WIPO Standard ST.3). For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial 
number of the patent document Kind of document by the appropriate symbols as Indicated on th8 document under WIPO Standard ST. 16 if 
possible. 0 Applicant is to place a check marie here if English language Translation is attached. 


